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DETAILED ACTION 
Response to Arguments 

Applicant's arguments filed 3/7/07 have been fully. Regarding the IDS dated 
9/1/04, per applicant's request, a copy of the IDS and page 3 of the contents of the 
current application showing said IDS are attached as Exhibit 1. 

Regarding the rejection under 35 U.S.C. 102(e) as being anticipated by Vallana 
et al (2003/0078647), applicant arguments are persuasive. 

Regarding the rejection under 35 U.S.C. 102(b) as being anticipated by Tartaglia 
et al (5,700,286), applicant states that the drug loaded elements are not independent. It 
is the Examiner's position that the slits 30 produce independent elements even though 
they are attached at a first end. Applicant's claim language does not exclude this 
configuration. Each free end allows the element to move independent from the others 
and are therefore considered independent. Tartaglia states, "the film of polymeric 
material also has a free end 28, and can have one or more slits 30 in the polymeric film 
transverse to the axis 32 of the stent to accommodate possible uneven expansion of the 
underlying stent structural member (4:37 et seq.)". The Examiner suggests the 
following to overcome the rejection, "having independent discrete drug-loaded 
elements". 

Quick definitions {discrete) 

• adjective: constituting a separate entity or part 

Quick definitions (independent) 

• noun: a writer or artist who sells services to different employers without a long-term 
contract with any of them 
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• noun: a neutral or uncommitted person (especially in politics) p 

• adjective: not dependent on or conditioned by or relative to anything else 

• adjective: not contingent 

• adjective: free from external control and constraint (Example: "An independent 
mind") 

• adjective: of a clause; able to stand alone syntactically as a complete sentence 
(Example: "The main (or independent) clause in a complex sentence has at least a 
subject and a verb ") 

• adjective: not controlled by a party or interest group 

• adjective: of political bodies 

It is the Examiner's unyielding position that the elements of Tartaglia are "not 
dependent on or conditioned by" each other and are allowed to unroll independently. 

Regarding "wherein the sleeve is not stretched when the stent structure 
expands.." this is functionally language and does not have to occur while in the body 
lumen. It is the Examiner's position that the elements of Tartaglia do not have to stretch 
when expanded outside of a lumen. Additionally, the elements unroll and don't have to 
stretch. 

Regarding the rejection under 35 U.S.C. 103(a) as being unpatentable over 
Williams (5,707,385) in view of Tartaglia et al (5,700,286), the Examiner respectfully 
disagrees with applicant, the membrane does not have to stretch when the stent is 
expanded; as noted, column 2, lines 30-41 state "sliding or stretching". Regarding the 
argument about independent elements, see the Examiner's position above. 

Claim Rejections - 35 USC § 112 

Claims 1 , 2, 4, 6, 9-18, 26 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
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convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

Regarding claim 1 , "The tubular sleeve being releasably attached to an outer 
surface of a stent structure in an unexpanded condition, at least a portion of the 
patterned tubular sleeve portion being decoupled from the outer surface of the stent 
when the stent is in an expanded condition". 



Allowable Subject Matter 
Note claim 6 is not rejected in view of art. 



Claim Rejections - 35 USC §102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication In this or a foreign country or in public • 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed in the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21 (2) 
of such treaty in the English language. 

(e) the invention was described in a patent granted on an application for patent by another filed in the 
United States before the invention thereof by the applicant for patent, or on an international application 
by another who has fulfilled the requirements of paragraphs (1 ), (2), and (4) of section 371 (c) of this 
title before the invention thereof by the applicant for patent. 
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The changes made to 35 U.S.C. 102(e) by the American Inventors Protection Act 
of 1999 (AlPA) and the Intellectual Property and High Technology Technical 
Amendments Act of 2002 do not apply when the reference is a U.S. patent resulting 
directly or indirectly from an international application filed before November 29, 2000. 
Therefore, the prior art date of the reference is determined under 35 U.S.C. 102(e) prior 
to the amendment by the AlPA (pre-AlPA 35 U.S.C. 102(e)). 

Claims 1, 2, 4, 9-18, 26 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Henweck et al (2003/0153901). 

1 . (previously presented) A sleeve loaded 12 with at least one therapeutic drug 
for the eventual release thereof at a treatment site within a body lumen, comprising: 

a prefabricated patterned tubular sleeve portion having independent drug-loaded 
elements 12, 12A, etc:, the tubular sleeve being releasably attached to an outer surface 
of a stent structure in an unexpanded condition (note teaching of electrostatically 
coupled in a temporary manner and 14-15), at least a portion of the patterned tubular 
sleeve portion being decoupled from the outer surface of the stent when the stent is in 
an expanded condition so that the independent drug-loaded elements are held against 
the body lumen by at least a portion of the patterned tubular sleeve portion, wherein the 
sleeve is not stretched when the stent structure expands from the unexpanded condition 
to the expanded condition. 
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Claims 1, 2, 4, 9-18, 26 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Tartaglia et a! (5,700,286). 

Tartaglia et a! teaches a sleeve loaded with at least one therapeutic drug for the 
eventual release thereof at a treatment site within a body lumen, comprising: 

a prefabricated pattemed tubular sleeve portion (generally element 5) having 
independent drug-loaded elements separated by slits 30, the tubular sleeve being 
releasably attached to an outer surface of a stent stmcture 22 in an unexpanded 
condition (via friction), at least a portion of the patterned tubular sleeve portion being 
decoupled from the outer surface of the stent when the stent is in an expanded 
condition so that the independent drug-loaded elements are held against the body 
lumen by at least a portion of the patterned tubular sleeve portion. 

Regarding claim 1 and 1 8, the stent is interpreted as being positively claimed. 

Regarding claim 9, the claim only claims a portion of the sleeve has to be 
unattached in the unexpanded and expanded condition which a portion clearly is. 

Claim 12 is interpreted as describing the struts of the stent. 

Claim 15, the same materials inherently have the same characteristics. 

Regarding claim 17, for this rejection the Examiner has interpreted the claim as 
not positively claiming the stent. Therefore, the sleeve by itself before it is connected to 
the stent is fully capable of fulfilling the claim language. Additionally, the claim is 
claiming only portion of the sleeve has to be unattached in the unexpanded condition 
and the expanded condition which it clearly is. 
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Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) wliicli fonns tlie basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims are 1 , 2, 4, 9-18, 26 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Williams (5,707,385) in view of Tartaglia et al (5,700,286). 

Williams teaches a sleeve loaded with at least one therapeutic drug for the 
eventual release thereof at a treatment site within a body lumen, comprising: 

a prefabricated patterned tubular sleeve portion 5 being releasably attached to 
an outer surface of a stent structure in an unexpanded condition, at least a portion of 
the patterned tubular sleeve portion being decoupled from the outer surface of the stent 
when the stent is in an expanded condition. However, Williams is silent regarding the 
sleeve having independent drug-loaded elements. Tartaglia et al teaches a similar 
steeve comprising independent elements separated by slits 30. It would have been 
obvious to one having ordinary skill in the art to have utilized the slits 30 of Tartaglia et 
al on the tubular sleeve of Williams *1o accommodate possible uneven expansion of the 
underlying stent structural member (4:40-41)". 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Bruce E. Snow whose telephone number is (571) 272- 
4759. The examiner can normally be reached on Mon-Thurs. 
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If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine McDemriott can be reached on (571) 272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Infomnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 

bes 
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